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PARTICIPANT INFORMED CONSENT FORM – MEN 

Research Project: 

Transmission Reduction and Prevention with HPV Vaccination (TRAP-HPV) study: A 

Randomized Controlled Trial of the Efficacy of HPV Vaccination in Preventing Transmission of 

HPV Infection in Heterosexual Couples 

Principal investigator: Dr. Eduardo Franco 

Institution: Division of Cancer Epidemiology, McGill University 

Version: June, 1 2018 

 

You and your partner have been asked to take part in a clinical trial of human papillomavirus (HPV) 

infection. Clinical trials include only people who choose to take part. Should you decide to 

participate in this study, you will be given a copy of this consent form. It provides you with a 

detailed description of the study, describing all the procedures that will be followed. If you have 

any questions concerning what is explained here, do not hesitate to ask us. Please take all the time 

you need to read this form.  

INTRODUCTION 

HPV is the most common sexually transmitted infection (STI). Most sexually active men and 

women acquire HPV infections over their life-time. HPV infection is associated with cervical, 

vulvar, vaginal, penile, anal, and oropharyngeal cancers, as well as anogenital warts. Fortunately, 

over 99% of women who have this virus will never get cervical cancer and penile cancer occurs in 

less than one in 100,000 men. Most HPV infections go away by themselves and do not cause pre-

cancer or cancer. However, some persistent infections with some types will. Vaccines against 

certain types of HPV have been shown to be effective in preventing infection in men and women 

who have not been previously exposed to infection. Current vaccine programs target preadolescent 

girls who are unlikely to have been exposed to HPV.  

Although the vaccine does not help clear existing infections, its effect in blocking transmission of 

HPV to sexual partners of vaccinated individuals remains unknown. The potential benefits of the 

vaccine have not been fully explored. A better understanding of its effects would inform health 

care policies and vaccination programs worldwide. 

PURPOSE OF THE STUDY  
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The objective of this study is to shed light on the effect of an HPV vaccine (Gardasil 9) in 

preventing transmission of target HPV types to heterosexual partners among young sexually active 

couples. Specifically, this is a clinical trial aimed to determine the efficacy of an HPV vaccine in 

reducing transmission of genital and oral HPV infection in sexual partners of vaccinated 

individuals. 

STUDY PROCEDURE 

Randomization 

If you and your partner are eligible and consent to enrol in this study, you will be "randomized" 

by a computer program into one of the study groups described below. Randomization means that 

you are put into a group by chance. Neither you nor the study staff can choose the group you will 

be in. You and your partner will have an equal chance of being placed in any of the four groups.  

Group 1: you will receive Gardasil 9 (HPV vaccine that protects against 9 types of HPV) and your 

partner will receive Avaxim (hepatitis A vaccine) 

Group 2: both of you will receive Gardasil 9 

Group 3: you will receive Avaxim and your partner will receive Gardasil 9 

Group 4: both of you will receive Avaxim 

You, your partner, and the study investigators will not know which vaccine you were assigned. 

The reason for this is that if participants knew what they received, it might affect their behaviours. 

Similarly, if the study investigators are aware of the participant’s group assignment, it may affect 
how they interpret what they see. At your last follow-up study visit, you will be offered the other 

vaccine, for instance, if your first vaccine was Gardasil 9, then you will be offered Avaxim, or vice 

versa. Finally, at the end of the whole study, i.e. when all participants have completed their follow-

up visits, you will be able to find out which vaccine you had received.  

Clinic Visits 

You and your partner will be asked to visit the student health services clinic together 6 times over 

a 12 months period for the administration of the vaccine doses, collection of samples for HPV 

testing, and completion of electronic questionnaires. You are asked to abstain from sexual 

activities for at least 48 hours prior to each visit.  

At your first visit, a research nurse will collect a blood sample required to test for HPV immune 

response. The nurse will also collect oral and penile samples. In addition, you will be asked to 

complete an electronic questionnaire. This first survey will ask questions about your background, 

medical and sexual history, contraceptive use, and smoking habits. The research nurse will be 

available at all times should you need help. You will also receive the first dose of your assigned 

vaccine. This first visit will last about one hour.  
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Subsequent visits will be scheduled for 2, 4, 6, 9, and 12 months after the first visit. Oral and penile 

samples will be collected at each visit. Electronic questionnaires will also be completed at each 

visit. You will receive additional doses of your assigned vaccine at 2 and 6 months. For those 

assigned to Avaxim, the second dose will be a placebo shot since the regimen for Avaxim only 

consists of two doses. Each follow-up visit will take about 30 minutes.  

Laboratory testing of specimens  

The specimens collected will be sent to the laboratory and will be tested for the most common 

types of HPV. We also ask your permission to test the sample for the presence of different immune 

responses that could explain whether or not you are more or less resistant to HPV infection. We 

also ask your permission to keep your specimens for future studies about HPV infection using 

more refined technologies not yet available for this study. At the end of your 12 months of 

participation, or if you withdraw, you will receive the results of your HPV tests.  

BENEFITS  

Both the Gardasil 9 and Avaxim vaccines will be provided to you free of charge; they have proven 

health benefits in preventing HPV infections and hepatitis A respectively. By participating in this 

trial, you will be contributing to our understanding of the usefulness of the HPV vaccine. This 

information will help public health officials make decisions about future HPV and cancer 

prevention strategies.  

RISKS  

Gardasil 9 and Avaxim are safe and approved vaccines. Potential side effects of both vaccines 

include pain, swelling, itching, bruising, and redness at the site of injection, as well as fever, nausea, 

dizziness, headache, vomiting, irritability, drowsiness, and loss of appetite. Rare side effects of 

Avaxim may include an injection site nodule. If you experience any unusual or severe side effects, 

contact the research nurse immediately and you will be referred for appropriate care. 

You should not receive Gardasil 9 or Avaxim if you are hypersensitive to any of the components 

in the vaccines. If you develop symptoms of hypersensitivity to either vaccine, you should not 

receive further doses of that vaccine.  

The components of Gardasil 9 are L1 proteins, aluminum, sodium chloride, L-histidine, 

polysorbate 80, sodium borate, yeast protein, and water for injection. The product does not contain 

a preservative or antibiotics.  

The components of Avaxim are 2-phenoxyethanol, formaldehyde, medium 199 Hanks (mixture 

of amino acids including phenylalanine, mineral salts, vitamins and other components), 

hydrochloric acid and sodium hydroxide for pH adjustment, and water for injection. 
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A single blood sample will be collected from a vein, usually in the inner arm. One tube of blood 

(about 2 teaspoons, or 10 mL) will be taken. This will usually involve one needle prick. There may 

be some discomfort when the blood is drawn. Other possible side effects from blood drawing 

include faintness, inflammation of the vein, pain, bruising, or bleeding at the site of puncture. 

There is also a slight possibility of infection. 

The collection of oral and penile specimens for HPV testing are safe procedures. There is a 

possibility of slight discomfort during the sampling. Penile sample collection may cause redness 

and mild swelling but this will disappear in at most a few hours. A burning sensation may also 

happen but it will be transient. 

Some participants who receive an HPV-positive result may worry that they are at risk for future 

cancer, and some may be upset that they have an infection that was sexually transmitted. Also, 

learning of an STI diagnosis among participants who believe they are in monogamous relationships 

may be upsetting. It is important to know that an HPV infection can last for a very long time. Thus, 

a positive test for an HPV infection does not mean that it was recently acquired. Counselling will 

be available to all who request it and those who appear to be under stress.  

CONFIDENTIALITY  

The results from the laboratory testing of your specimens and the responses you give in the surveys 

will be treated in strict confidentiality. Neither will be disclosed to your partner. All the 

information that you provide electronically will be stored in a secure server. Only researchers who 

are part of the study will have access to the data. No names or other information that could identify 

you as a participant will be released. All the data from this study will be analyzed in aggregate 

statistical form only, with no names linked to any data.  

The actual specimens will not be made available to investigators that are not involved with this 

study, nor will they be sold for commercial use. They will only be used for the purposes outlined 

in this consent form. They will be securely stored for as long as they are needed for the verification 

of laboratory results, testing with additional methods, and for research audit purposes. Your name 

will not be linked to any specimen.  

The Faculty of Medicine, Institutional Review Board, and Health Canada may review the study 

data and files to ensure sound management of this study. For this reason, the records derived from 

the trial will be kept for 25 years. 

YOUR RIGHTS  

Your participation in this study is completely voluntary. You are free to withdraw from the study 

at any time. Your decision to withdraw will have no effect on your current or future health care. 
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As a participant, you will be informed of any new information that may affect your willingness to 

participate in the trial. 

 

COMPENSATION  

You will be given a total of $500 ($120 at enrollment visit, $60 for each of the three subsequent 

visits, $80 at visit 5, and $120 at the last visit) in appreciation of your time coming to the clinic to 

provide specimens and to complete questionnaires. 

ADDITIONAL INFORMATION  

If at any time during your study participation you have questions about HPV or this study, you 

contact Ms. Natalia Morykon, the research nurse, at 514-398-3710 or contact Dr. Mariam El-Zein, 

the Study Director, at 514-398-1489 or mariam.elzein @mcgill.ca.  

If you have questions regarding your rights as a research participant, please contact Ms. Ilde 

Lepore, Senior Ethics Administrator of the Institutional Review Board, Faculty of Medicine at 

514-398-8302 or ilde.lepore@mcgill.ca.  

 

ETHICS APPROVAL  

The Institutional Review Board of the Faculty of Medicine, McGill University, has accepted this 

research project.  
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Research Project: A Randomized Controlled Trial of the Efficacy of HPV Vaccination in 

Preventing Transmission of HPV Infection in Heterosexual Couples  

Principal investigator: Dr. Eduardo Franco 

Institution: Division of Cancer Epidemiology, McGill University 

 

CONSENT  

My signature on this form indicates that the information regarding my participation in this research 

has been explained to my satisfaction and I agree to participate as a study subject. In no way does 

this waive my legal rights nor release the investigators, nor involved institutions from their legal 

and professional responsibilities. I am free to withdraw from this study at any time. My continued 

participation should be as informed as my initial consent, so I am free to ask for clarification or 

new information throughout my participation. I understand that if I have any questions concerning 

matters related to this research, I may call Ms. Natalia Morykon, Research Nurse, at 514-398-3710, 

or Mariam El-Zein, the Study Director, at 514-398-1489 or mariam.elzein@mcgill.ca.  

 

 

 

 

Name of participant    Signature of participant    Date  

 

 

Name of witness    Signature of witness     Date 
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